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sff 7 fffiffTT: *mr , r 
Prffpr) 

fff fcsft, 22 mft, 1994 

q>r. Pr. i 09 (®r) sftaftr sfk srataff ffnnft Pm, 
1945 tt tWrtR arrir P^ Tf?m Pmf ti mr 
sftxfET sftt ffffTHff ffTfflft wfaPm, 1940 (1940 TT 23) <ft 
tmr i 2 sflT flTtr 3 3 ^t *tf«nffffn: nmr % trm vhtotot wr 
2, Yt 3, Sffqf* (i). KT0Y 2 *rfo, 1993 if ffTtfl ffTIffT 
fjjlfU) 3ftt ffftffn: *WJrT°r ffffTffff (wi*“i PrffR) 'ft 
*. HT. <PT. Pi. 3 06(®t) ffTrrtr 2 ’ffta', 1993 3TTT SfWpinT Pwr 

5rt «rr f^nr*f *nft «rPwff t, Pr* sff* swiPr 'ft 
#*rr^TT«ft, is tnrtw *, f%6Ptft ttw 'ft aPwt amr nrr □rff'rcr 
4TT3 *ft ff$ "ft, ftff PR iff Wfffff «ft HfftfPr % ** Bftr 

"JJTR fft? ffff *M 

SttT Sffff TTSm jfr ffPffft 29-7-1993 lit 'TOff "ft ffffffWT 

qiTT ft <rf "ft I 

sfo gro ht«r Pm tt anmr * sra stfk *R 

%»ftff swt t PTffR vt Ptfft ^ I 

wr: ipqftq' ffTTlTTT, ffTff trfaPm 'ft BTTT 1 2 ®flT HKI 33 

am ffwr ’ffPffffff "pt snfU qrrfr j<i, jftffRr ff'-n^R ft 1 ? 


ft wOffil tr %q?ffTff sftffflr sftn srffTtjff ffiffift Pm, 1945 R 
«Pt ffifroff "imt * P*r fffRprPsff Pm mfr $, :■— 

1 . ( 1 ) Pmf ffFsr^r ffiff sfttfa smrtrff ffmtfr 

(^fftT OTTO) Pm, 1994 1 

( 2 ) 5 TT^m Jr JiTTffff ffrftor q?r smr $if 1 

2 - sftffPl 3fk SffTtR HTfflfr Pm, 1945 (Pit Sffit 
nwii; ffiff Pm i^r w (t) t- 

(i) Pm 6 £ gr (i) if %aX ffrffpr ^r 'mn^ PtHR-iPnff 
apr wtPri fw aniTin, tnrf?r >— 

"tm^ fff aftT fft Pr xrj^fft V if Prifffvsir 
i^Pifffff % ftnt, PffT g^furPni Tif'ffrff, Pnr% 
% wEftir PrPrfffff Pwt an^r 5. ipr Pm ^ 

if fftPlT f5onff fff Tffttn Pim ffT q?fff^tff fffJTFT % 
ffTff fifflff if wr«T tfr ffW qr Pff^it if IffTffT 

U> ffffRi t; ffr %ffftq ff^T: am pit jnfPpff % ftpr 
ffTmism Pfffft PnafffCTFPT an qtfaa: qr TRTqff qi 
'mfep fsfrPwft if Pnfr/fV-mffr urw w |; 

(h) ffffff Pm % Pm 7s t, ffffPm ( 2 ) if, 

"srrqfff x" w*af %T4qr?r‘'aft7: fffpRffr ijPmfiP 
ffqff if ^^fr x - III" nw sPr: iffiPra PiR srrrf.7 1 
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( 1 ) 
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(iii) 79 % ^rfwr (3) if, “**$$*” 

% qrqrq “aiftT III ' TO: FTrfTO 

ftpT ^fpfq | 

3 - 3 TO few % Pm 109 % fd"RfqfTO TO: mfTO 

f%qT TO^TT, SRpJ :— 

'To*-* faPmr ?jfqqqf tt %ro tort- 

fqf%RT qfmqf qT ;jr fqqq % PtPr 
MV m % srPrfTOr ^rrrffq qR^ *5 ft sm 
qroqqq tt qfsRtfqq RT^tq qrq*r farfMfuff % srto 
TO rqr irrqqr \” 

ott Pm % Pm 125% PrRfaPsR Pm 

TO: mfro f%qT ^Tr^r, srqfa ;— 

"125-v Prfmr <jfroqf % frrq qrOT-PrfcRT 
% fr^ hr^ # 5W qf toTO 5 - 1 $ trfa- 
*t1to Jf r 

». tot Pm %V tr^gqf V*fi qfqfa: *fqqpF 15 % 'Rm 
pTRpTFiR tffqfc JRqfqr TO:, qqifq?T farqT UTRTT, qqfa ;— 

" 10 “ TOq pto qq>r % Ptf Pr^to ®m to? 
tPr” 1 

0. sro Pm %t toT^ ¥ - II % fmPqfaq *rr^fr 
3 TcT: mtfPT %t *TTqnf # qqfq :— 

*R$ 4 f Y - III 
(Pm 76 *P»p) 

fafam qfwff % pTpTqfq % fRT 7 TRqrpTT qf^TT %t 

1 - qRRT sftltfTTi 

1.1.1 smqpT sftr qRl aftr # ftqfrr - ttwftt rto 

^ r R qqfam wMj afk qfrqr q ^rrt qRf 

^rrt’rft 1 qfWrr *r qqqtq q r Prr % fm fain TOm q 

^ t-^' Pttr %to: qqftrd fen ^tphtt 1 m[ *$ s*r if totPr 

ark irrf; 1 

1.1.2 W - qTTJjfa % farr jfq^-r TOR nfmW m 

wr Pm rto faro fa ^if qwT3fr if 

f%qr ^n TO dfR %faf, fTOf, qfwqp srrfa *rr srw q qt TO \ 

TO <fnqrf %V, PfpRr<q qf%qr %V ifpfr ^Wt%, to 
ra f^TOr, ^TUtff afK 7^ q'Pq 

#fifr I m PTTOT, 3 RHT 3 fhr «t% qW ^tqr sfry Y 7 T sw »f*t 

^Ptt frfti^r fr qr Tq q q% qr 'jrt q ^r i 

1 . 1.3 ikt qqrq - fqpRfq if qjpPT to qqrPidf tt 
pPrT I 

1 . 1.4 iiqTP' TOT ^ *qro - i^TIT % sqrpT % fpfr 
*qqBnrf %V ^TTnfft i 

1.1. s ^rfa.Tff tt ^rrw, to sfrr - wfi 

#qfw qr tfq.Tqr TpTf q 1 ^fg *fTqi qfcrt, 

Rwrr gtj qiw ^Yfqqr sflr 4 ?qT% frq 1 tot^ ^rfciRft 
%f nft cqTFm %t ^mVqf I 

1.1,6 fafimr fPTFT - TOfqr -jrqn %f qqfcq ^fwr^ff %f 
«qroqx %f Tirniff ( 
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1.1.7 *rrq, qqro, %ro spTFr, mPf qfo.imfi 

% Pt-; qfrqiT^'q #^Tf %t mm %f ^tqqf 1 ^ 

<ri)^ to%t ^ jppf 5Pf fMf tfPn ^it 1 

1.1. s ^t ^quq*!T $, ?rqirf, totS %f qT q^rftifT 
qffwf % M*tr trrsjpff r 5V mm %t tor 5 > i 

1.1.9 qfVTR %t fli'RM sfK qifWt TOTm %t fWa'q 

if VUJ ^TTrriyT f^r f% ^RTRRnr ifR qvmflf % qrRW 

qndf ^qr TOrrq % »pff if frofr wq %t itoi ^tt q% i 

2.2 ftfrwi ^fcnff % PrfqqPq %f ^^Ttr ' 

RPfiRT Tjf^pprf % PtPrW %f qpwr, ^r^f 

qrm fjt, ^flf^qrci tFr^: ^r %t ^rrq^ff rftr PrRpff^n 
qf^Trsff/^qjqf q PnrriTO %t ^rrRff: 

(1) m (to q^fr fqfaRT ^f%rqf frPtcrPT 

% qTTTVT f%qr ^TTT ?>) 

( 2 ) (f^q% ^qqqq7CT| qmr, ^rr f ^rm 

^qr, ^^44 to, *mr, mrw, «trrfq 

I) 

( 3 ) qr^4f qnrtff 

(4) TOTT^TO 

(5) ^Tqq, ^q 3ffT (TOT-5f^t XRftrq^t) 

(e) ftwi 

(7) qfPvpq ^fropr' 

fqfWr qf%rql % f%Pw qq4f % 'HTUT^f f¥4qW % f*T! 

* 

fqRfrrfro sAt ^qrff %t f^ifTpr %f TOft t:— 

(qr) fro^fro mmPq Pmq ^ 

(1) m 

(?r) 4 toto^? qqwtq 

(^) qffqq^qvrfq 

(q) qtofr^o ^fiR 3Arf^ f^ qpfrq 

( 2 ) to 

(fr) ffq 4m if (%HR ^qiq % fHTT TTTO- 
qqrq 

(^) ♦qfrfHnwq 

(q) wftfVqTfrffq 
(q) qfn qxhRT qq 
(^} <ft. 4t. 4f. qqq qqfq iRfPr 
(’q) Cqq TO qpffq (^T WR ?t) 

(®) tf%iq TRffq (q^t TOt rnwr ip) 

(mrfw q fd^A iqq % f^ TOT % farr 30 q4 »ffHR affr 

qqTO % farr j 5 qif ^TO: %f ftmfTO %f ^THTt ^ I ^TOT 

t^r to 1 Tom d ftqi 1 Prof qq ^ qf q Pftot %f mm lfPfr i 
qfq mm %T qf, q^q TO r qrq if qfcr Prtrt snqr^f ^Pfr 1 

fHmr: f*fqff tfftrfrqq imf % f%q 20 *4 4 rr % wfd'm <^r 
%f fwfro %V mf ^ 1 
Pnfqfqq mroPTr ramfq 4lf^r i 
( 1 ) m 
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(^) qrfrrsr 

T T^T *T?fFT 

(*) ^ 

(n) $sr irirort 
( 2 ) 

(if) faWT JTtfR 

(w) Prafa <jftr r^+ 

(l|) ^ 4 1 l^ r i Tf^fR 

(«r) y>f vt f#r spo? ^TPfr WRfw srftpOTR v 

% farc 30 n'loiaT; sfk tf*nR % fan* 15 *nf tflrr $ 

WS "ft RflfRl flrft ^ I WJPR W 3 TRRiff^R ^RT f 5 R% 
^’H't'fVrT Pfirr/f ®RW fWt I irf? STRlRf 1 {t fft ’Tf’T SPJVTR 

t Ijf^r faRRTf STRT^fY ^MY I 

fiRTR - fotft Wf^rf’SRxT 5 Ptf % fat[ 20 itflfRT * WftlfRW £* 
vt Profnir tfr umft $ 1 

n- fT»RpR onRRtR wtmrfR 1 
1 . 

(v) ijf qfrr aft?: mrn*\ *pfR 
(*) t wWm *rtftq 

(* 7 ) ^T H?f^T 

(v) qxfrq 

(q) frtfrq qtffa 

(q) tpj qqtfyq 

2* *nprr 

(*) ^ FTO TTTrftTT 

(*■) famzx flfrq qqffr 

(n) ^ Prthm I jf^ 

mtfw qftrsm ftrtr q$*r $t ftp* 30 *nf t^ex aftx qq^R 

% f^TQ; 15 ^nWtrr ttf*r tV fwfxtf qft intfV $ 1 efc* 

^ T Wytiftig ifmT f^f ipT t ft TT ffF^Tf *TTOT JfWV I qf* 
mwf m q^q trvtft S sfaq Ptohw spjtt^V 5 >tV 1 

fe*r*r - faxfy frftrfwr sppf ^ fan* 20 *rf iftex % irffr rw 
«ta finuftw qft ^ 11 

3- «r^t qnnfy 

%Wmt^r m qr xqxftq *r 

^fpy qrcft ?r 4 t ^rrwt nrfwr i^rr sftr 
"q M ^< ppnx i ^fV *oft mwft ^ qimpr 

^nrnfy oftr fint^rr fqsftr Irrr wm^T 1 ?nmi> 

«rr nnT, f^w^r aftr ftrftwfm ^t qnr 

jtt mp irjw ^r ^ ^rr spmrr irprrrr sftr ^r "qr^- 

qT "^FT” *PT %WPT ^ntPTT XTT^qT I 

q%rnmffa wqtf^T irr m^Wi mmfr wq % iq^pr vs ft 

NirTi^rr 1 Nid^i *wiRitTl % h 1 *1 t't frr ^r^qr^FT 

<rtom fen ^ttrt 1 

qwt snnfr % «dR^<n % 10 qrfjfr^r Av <y 

*npTW q?r ^rnpflf 1 


4 - tfSH’RW ^?T 

^Fjnf^iwfr *rrx!fR rfk fq^q-ftR ott^t % 0 ?tt wit ^jrmvi 
^fqwTsfr qit ^qqwr qrtq 1 1 

^ sr^^r ^ f#, ^ ^r fRio *pf*fax ^y 
q?t irTW 1 

5. qrqx 7 3 ftx i 

JFprfRtTRy, ^1^1 ^t, fxfeT'fT ^ yrrq, 

3 tyX TT^PT^Tq % f^FT M'fl’I c d' - 3 MjH 'Mf^c-FT, Tl^FTT- 
^ijx, *nrfW, % % FTq ^vu qr^nr 1 

3 FT F OT 10 qrrr ^ q?y Wi Tsrrmfr I 

e. Ww 

%r^‘efm^i 5 TT^r qfxxR * ^rrwr^ w ipt W™ 

ijkd^fr % fx^PFT^ ^ ^ 

vftfm ^rmf ^1 ^tx^tt qr snftRrrfr st^t 

fqwm % <r^tfyPra f^m w *t qr^rr 1 Tif* 

^ f^fnifTTn OTTTt vr vrfwz TfF Tj-arw % 

fix gf^rfirqw % f^rx q-Rrsx fq?qr 1 fi^r 

5 jfx?n % *rr ifvfr qfn c 5 m % f^F 1 * 10 ^ q xx ^ qrr pmfrsr 

qry ^ | : 

rv.% tr^mrrfr ftw arcr % 

fqqwq f^r fir^T ^XTT ^ V qff 9 ^%TT 

^y ^ F%qr 1 

7. qfyOT vjfVtnrr 

fr^irf^rfr irq^r qftxrx Sf to m tit?. 

tWi FT^Ptfr ^r XRTifFw ^TfnXT^r^fTX qxrww qrvx % 
f^rr qxrw snftjrmTMT vt* ®qqFTT q^rTr: 

qx^g ^hutt^ snftwr^l* vt ^ 

trq^ ^TTtft % fehtw, qT^xt^, f^TH?iT 
qfy^r ffprmt ^ 'Ri^r vr nqffT ^rr T feg ^ef^q- 
% mifj ^H^rf^mty ^ »nff qxrOTlf qfi qfisrq ^Pnmff ^y 
istr^FTT <rq^ qf^x *f qr^rr 1 

s. wTvr^flr 

^pprf^rrOTxr firferW, srfrqiq^ fTO, Fq^nr, Wrrq % jpqqr 

3m % qqn f Wmr firPr*iW f^rr^^rq ^ Trfqf^d 

qrfwrn % ?rrr ^ fqfqft-q irfiruff wr ttr- 

^ ^T a*W3 OTiqq q?i top. qrm % fa qfiim 
?m q^ftn qiy «rf rti^ qrfff^ % ferwr ^ 5 p ^r ^PVriFq 
X^qr I 

fi^pr—^jpTTqq qiPEmr,* ^ S ftr fq-f^W 
qfrqiqT q?i q^fq ^X fqFrrx vy str ir x«rq jtt S 

frr fwi firfVr^ qrqxr qfy qfxfWTrqf % qr 

qfxqqq ftfm 'xtf qt qvfrqfr, Tf ^qxpq 

TT^rrt w % q^THtq ixr %■ fq^Twx ^qirF,q % srtfq 
x^t 5^ i 

n, ^ fxrRT ^ V % fwW^jq a|ij^l 

Ifa. :FTTfqq ^T WTTfV, 
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*-i 

(few I09-T tfk 12 5-Jff tffas) 

Fraferfas fefeesr sfaisr sRsfe stw mf sf.v aa 7- 
SAT R Afepfen SFAiS A, ATT faFftSfi * tfS*A iffffr— 

(1) *M"A spaa 3r f^rn- ferrsfes asASswr awaA 
SA (W.lTn S. 1 % STA Sfel ST. AT, 9824 ■ 

1981 W ^ 1 % A*¥ 2 tfft Sfe 3) 

( 2 ) saps infer % M[ fesqrfAT *sasari Assyria 

rfrfr^ (AT. AT. 10258 : 1982) 

( 3 ) ^SA^TAT 5TWT % far' f^W*Fl ^FflfeS A^STiS 

*jfsf (AT. ^TT, 10654 ■ 1991)" 

[fT t —11014/8/83—¥l\ n A ^ rfe f. . TO?. A.] 
¥T<wr a^st, s^ts sfaA 

sfafa aV. wrss ^mfi Fata, 1945 . tfr 1 - 5-79 w 
3wr wrfas wi ir fttsat tfft sffenr totta (aa^ fesis)* 
saws A Fjrta aWs tfh ^rarcFT gr*nfe ?tMot rffx few 
(qV i,¥>. srr.tprWA. 01 ) ^sfarfas 5, AAifacz % 1 smqAr^^n 
fefelf *T ars % 7T5PW ata- 2 , ( 3 ) (i) *r srqrrftrs few- 
Mm Afa^rsiAf ?ft sqftfiis fer w |:— 

1. at. 77 . Ft. 1241 sRtar 6 - 10-1979 

2. ST. 77, fa. 1242 mm 6-10-1979 

3. AT. 77. fa, 1243 Sim 6-10-7 9 

4. ST. 77. fa. 1281 12-10-89 

5. ST. 77. Ft. 43 0 SRi 1 * 19-4-8 0 

6. ST, 77. fa, 779 mm 26-7-80 

7 . sr, vr. fe. 540 (A) trrfw 22 - 9-80 

8. AT. 77, fe. 680 (a) mm 5-12-80 

9. ST. 77, Ft, 681(a) To 5-12-80 

10. SiE 77. fe, 682(A) 71 m 5-12*80 

11. AT, ATT. fe, 27(A) Aim '7-1-81 

12. AT. 77. fe. 4 78 (a) 6-8-8 ! 

13. ST. 77, Ft. 62 (a) rfff'TT 15 - 2 - 8 2 

14. ST. 77. fe, 463(A) mm 23-8-83 

15. ST, 77. fe, 510(A) WfW 26-7-82 

16. ST, 77, fe. 13(A) mm 26-7-82 

17. ST. 77, Ft. 318(a) SFfeff 1-5-84 

18. ST, 77, fe. :31 (a) mm 8-5-84 

19. ST. 77. fe. 460(A) mflA 20-6-84 

20. ST, m, fe. 487 (a) SRfar 2-7-84 

21. SI. 77. fe. 89 (a) mm 16-2-85 

22. ST. 77. fe, 788 (A) mfe* 10-10-85 

2 : 1 . at, qrr. fe. 17 (A) mm 7 . 1-86 

24. ST. 77. fe. 1049 (a) STtW 29-8-86 
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25. AT, 77, fe. 1060 (a) mm 5-9-86 

26. Af. AT. fe. 1115(A) SRfa 30-9-86 

27 . sr. 77 . fe. 7 i(a) mm 30 - 1-87 
28- ST. 77. fe. 570 (A) mm 12-6-87 

29. ST. ATT . fe. 626(A) mm 2-7-8 7 

30. ST. ITT. fe, 792(A) mm 17-9-87 

31. ST. *fST . fe. 371(A) flTCIW 14-3-88 

32. ST. 77. fe. 75(A) mm 2*6-88 

33. ST, 77. fe. 67 5(A) Sim 3-6-88 

34. ST, 77. fe. 676(A) ORTt? 2-6-88 

3 5. ST. 77. fe. 677(A) - t t tj ^-r-rr 

36. ST. 77. fe. 681(A) rfim 6-6-8 5 

37. ST. 77. fe. 73 5(A) T'lSS 34-6-88 

38. SI. 77. fe, 81 (■’.:) mm 17-7-88 

3 9. ST . 77. fe* < ( i) SRiiy 2 1-9-88 STfaSsT 

40. Si. 'T:r. fe, 43 ("fe mm 20-1-89 sfeTTA 
Tl. -r>. hTi. fe. 44 (a) r\Ttm 20-1-8 9 

42 . m, *er. fe. ioo(a) srm i4-2-«y 

43. SI. E 6T. fe. 442(A) tfrm 12-4-89 

44- SI. TiT, !-i. 5' i(7) Slfl^T 2-6-89, wfeS§T 
45. Si. *17. fe. 691(A) SRiST 11-7-89 

46- ST. T1. fe, 784(A) SRiA 28-9-89 

47. ST. «PT. fe. 16(A) SiflST l-JO-89 

48. sr. ^rr. fe. 731 (A) mm 23 * 8-90 

49. St. , fe. 865(A) STm 2 5-10-90 

50. ST. TT. fe, 11 (A) SnSqr 7-1-91 

51* ST. . fe. 223 (A) irv j 

52. ST. TTf fe. 246(A) 1-5-91 

5:>. sr. ®5T. fe. 3 01(A) Tr x; 7 - 6-91 

54, ST. TT. fe. 302(A) Sl r A 7-6-91 

53. ST. T.\. fe. 491 (A) mm 25-7-91 

56. ST. fe. 495(A) STm 25-7-91 

57 . ST. 77. fe, 532(A) mm 14-8-91 

58 . sr. 7?r, Ft. 626 (a) mm 1 - 10-91 

59 . ST, 7TT. fe. 668(A) ^ m l-U~9i 

60 . ST, TT. fe. 730 (A) mm 10-13-91 

61. sr. qs, fe, 59 (A) mm 32 - 1-92 

62. ST. W, fe, 305 (a) SlffH 4-3*92 qrftpTA 

63. ST. 77. fe. 445(A) STm 30-4-92 

64. ST. 77. fe. 597 (A) sfefeT 17-6-92 

65. ST. 77. fe. 663(A) mfta 3-7-92 
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[TO II—ww 3 (i)] 


*rn?r *rr tfjftct - wrtmyr 


«<.. m. tt. Pt. 723(5) ivtc 1 i-y-9 : 
67* ^TT * *TT. fa , 796(V| ^R'TSf 1-10-9 2 


(ii) in rule 76 of the said rules, in sub-rule (2), after 
the words Schedule M the words u and Schedule 
M-ITI in respect of Medical device” shall be 
inserted; 


(38- *rr, w. fa. 

69. *rr. ^r. fa. 

70 , *rr. tt. fa. 

7 1. ffT. *PT. fa. 
7":, tfr. *ff, fa. 
7 3. *TT. ^T. fa. 


S77(^J tffadT 17-11-9 2 
9 09 (it) nriw 2 - 12-92 
923 (M) ^TTc^r 14-12-9 2 
27(it) riif-tar 22-1-93 (*ffcn*r) 

28 (*ff) -.Ri^ 2 2-1-93 
66 («) ffPOT 26-2-6 3 


74. *rt. *r. fa. 296 (sr) mfa? 24-3-9:1 

7 5- *T. *FL fa. 3 73 (ST) 13-4-93 (ijfaTO ) 

76. m. *T. fa. 3 74 (V) 13-4-9:. 

77 . *rr. w. fa. 447(^r) vrte 19 - 6-93 (wfirwj 

78. *tt. *rr. fa. 6 58 (v) 19-10-93 


(hi) In rule 76 of the said rules, in sub-rule (3), after 
the words Schedule M the words “and Schedule 
M-IIP shall be inserted, 

3. After rule 109 of the said rules, the following lule shall 
be inserted, namely 

“109-A Lebetfling of Medical Devices.—The labelling 
of Medical devices shall conform to the Indian 
Standards Specifications laid down from time to 
time by the bureau of Indian Standards in addi¬ 
tion to uny other requirement prescribed under 
the said rules, 

4. After rule 125 ol the said rules, the following rule 
shall be inserted, namely :— 

“125-A Standards for Medical Devices. The standards 
for the medical devices shall be such as are laid 
down in Schedule R-l”. 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 


5. In Schedule C to the said rules, after entry number 
15, the following entry’ number shall be inserted, namely :— 

“16. Sterile Disposable Devices for single use only”, 

6. After Schedule M-li to the said rules, the following 
Schedule shall be inserted namely :— 


New Delhi, the 22od February, 1994 

G.S.R. 109(E).—Whereas a draft of certain rules further 
to ameqd the Drugs and Cosmetics Rules, 1945 was publish¬ 
ed as required by Sections 12 and 33 of the Drugs and 
Cosmetics Act, 1940 (23 of 1940), with the Notification 
of the Government of India, in the Ministry of Health 
and Family Welfare (Department of Health) No. GSR 366(E) 
dated the 2nd April 1993, in the Gazette of India, Extra¬ 
ordinary Part II, Section 3, sub-section (i), dated the 2nd 
April, 1993 inviting objections and suggestions from all 
persons likely to be affected thereby before th 1 ? expiry of 
period of Thirty days from the date on which the copies 
of the Official Gazette were made ainiluDh to ti e public. 

And whereas the copies of the said Gazcti- were made 
available to the public on the 29-7-1993 

And whereas objections and suggestions received from the 
public On the said draft rules have been taken into considera¬ 
tion by the Central Government. 

Now, therefore, In exercise of the powers conferred by 
Sections 12 and 33 of the said Act, the Central Govern¬ 
ment, after consultation with the Drugs Technical Advisory 
Board, hereby makes the following rules further to amend 
the Drugs and Cosmetics Rules, 1945, namely :— 

1. (1) These rules may be called the D r ufis and Cos¬ 

metics (Hnd Amendment) Rules, 1994. 

(2) They shall come into force on the date of their 
publication m the Official Gazette 

2. In the Drugs and Cosmetics Rule^ f ]945, (herein after 
referred to as the said rules), 

(i) In rule 76, in clause (t) after the second proviso, 
the following proviso shall br inserted, namely ;— 

“Provided further also that for the medical devices 
specified In Schedule C, the whole time employee 
under whose supervision the manufacture is con¬ 
ducted prmv be a Graduate in Science with 
Physics or Chemistry or Microbiology as one of 
the subject; or graduate in Pharmacy; or Degree | 
Diploma holder fa mechanical Of Chemical or 
plastic Engineering of a University recognised 
by the Centml Government for such purposes”; 


“SCHEDULE M-1U 
(See rule 76) 

REQUIREMENTS OF FACTORY PREMISES FOR 
MANUFACTURE OF MEDICAL DEVICES 

1. GENERAL REQUIREMENTS ; 

Ll.t. Location and Surroundings.—The factory buildingOs) 
shall be located ip a sanitary place and hygienic conditions 
shall be maintained in the premises. Premises shall not bo 
used for residence or be inter-conncclcd with residence. It 
shall be well ventilated and dean. 

1.1.2 Huildings.— 1 The buildings used for the factory shall 
be constructed so as to permit production under hygienic 
conditions and not to permit entry of inserts, rodents, flies 
etc. 

The walls of the rooms fa which manuEac + u,ing operations 
are carried out, shall be upto a height of six feet from the 
floor, be smooth, water-proof and capable of being kept 
clean. The Doming shall be smooth, oven and w^hable 
and shall be such as not to permit of rete.ihon or accumula¬ 
tion of dust. 

1.1.3. Water Supply.—The water used in manufacture shall 
be of potable quality. 

1.1.4. Disposal of waste.—Suitable arrangements shall be 
made for disposal of waste writer. 

1.1.5. Health, Clothing and Sanitation of workers.—All 
workers shall be fre» from contagious or infectious diseases. 
They shall be provided with clean uniforms, masks, headgears 
and gloves wherever required. Washing facilities shall also 
be provided. 

1.1.6. Medical Services,—Adequate facilities for flrst-a : d 
shall be provided. 

1.1.7. Working benches shall be provided for carrying out 
operations such as moulding, assembling, labelling packing 
etc. Such benches shall be fitted with smooth Impervious! 
tops capable of being washed. 

11A Adequate facilities shall be provided wherever re¬ 
quired cleaning washing drying of different containers of 
devices is required. 
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1.1.9, The piemises shall be kept under control conditions 
of temperature and humidity so as to prevent any deteriora- 
tion in the properties of materials and products due to storage 
and process conditions, 

2. Requirements of Manufacture of Medical Devices. 

The process of manufacture of medical devices shall be 
conducted at the licensed premises, wherever required, and 
shall be divided into the following separate operations/ 
Sections :— 

(1) Moulding (wherever manufacture of medical 

devices is to start from granules) 

(2) Assembling (includes cutting, washing and drying, 

scaling, packing, labelling etc.) 

(3) Raw-Materials 

(4) Storage Area 

(5) Washing, drying and sealing Area (wherever re¬ 
quired) 

(6) Sterilization 

(7) Testing facilities 

The following equipments and space art? recommended for 
the basic manufacture of different categories of medical 
devices 

A. Stcrila Disposable Perfusion and Blood Collectios Sets. 

(1) Moulding : 

(a) Injection Moulding Machine 

(b) Extruder Machine 

(c) PVC Resin Compounding Machine 

(2) Assembling : 

(a) Hand Pressing Machine for filter fixing a Drip 
Chamber 

(b) Bog Sealing Machine* 

(c) Compressor Machine 

(d) Leak Testing Bench 

(e) PVC Tube Cutting Machine 

(f) Tube Winding Machino (wherever necessary) 

(g) Welding Machiue (wherever necessary). 

An area of 30 square meters for Moulding and 15 square 
meters for Assembling are recommended for basic installa¬ 
tion. The assembling area, shall be air-conditioned provid¬ 
ed with HEPA filters. The moulding section shall, if neces¬ 
sary, have proper exhaust system, 

NOTE.—An additional area of 20 square meters is recom¬ 
mended for any extra category, 

B. Sterile Disposable Hypodermic Syringes. 

(1) Moulding : 

(a) Granulator 

fb) Injection Moulding Machine 

(c) Air-Compressor 

(d) Weighing devices. 

(2) Assembling : 

(a) Blister Pack Machine 
<b) Vocuumc Dust Cleaner 
(G Rubber-tip Washing Machine 
(d) Foil stamping or screen printing equipment. 
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An Area uf 30 square metre; for moulding and 15 square 
meters for Assembling are iccommendod for basic installa¬ 
tion. The assembling area shall be air-conditioned provided 
with HEPA filters. The moulding section shall, if ncccsrary, 
have proper exhaust system. 

NOTE.—An additional area of 20 square meter is recomend- 
ed for any extra category. 

C. Sterile Disposable Hypodermic Needles. 

(1) Moulding : 

(a) Needle grinding and levelling machine 

(b) Electro Polishing Machine 

(c) Cutting Machine 

(d) Injection Moulding Machine 

(cj Needle Pointing Deburrine Machine 

(f) Air-Compressor* 

(2) Assembling : 

(a) Needle cleaning Machine with Maguetic Separator 

(b) Blister Packing Machine 

(c) Needle Inspection Unit, 

An area of 30 square meters for Moulding and 15 square 
meters for Assembling are recommended for basic installa¬ 
tion. The assembling area shall be air-conditioned provided 
with HEPA filters. The moulding section shall, if necessary, 
have proper exhaust system* 

NOTE.—An additonal area of 20 square meters is recom¬ 
mended for any extra category. 

3. Raw-Materials.—The licensee shall keep tin inventory 
of all raw-materials to be used at any stage* of manufacture 
of devices and shall maintain records as per Schedule U. 
All such raw-materials shall be identified and assigned con¬ 
trol reference numbers. They shall be conspicuously labelled 
indicating the name of the material, control reference num¬ 
ber, name of the manufacturer and be specifically labelled 
‘‘Under Test” or “Approved” or “Rejected”, The under 
test, approved or rejected materials shall appropriately be 
segregated. These shall be tested for compliance with re¬ 
quired standards of quality, 

A minimum aren of 10 square meters shall be provided 
for storage of raw-materials* 

4, Storage Area.—1 he licensee shall provide separate 
storage facilities for quarantine and sterilized products. 

An area not less than 10 square meters shall be provided 
for each of them. 

5. Washing, drying and scaling area.—The licensee shall 
provide wherever required adequate equipments like water 
Distillation still, deionizer, washing Machine. Drying Oven 
with trays for washing, drying and sealing of medical device* 

An area not less than 10 square meters diall be provided, 

6. Sterilization.'—The licensee shall provide requisite equip¬ 
ments with required controls and recording device for sterili¬ 
zation of medical devices by Ethylene Oxide Gas in hi* 
own premises or may make arrangements with some Institu¬ 
tion approved bv the licensing authority for sterilization. The 
products sterilized in this manner shall be monitored to 
assure acceptable levels of residual gas ind its degradation 
products, An mea of 10 square meters is recommended for 
basic installation of such facility. 

Provided that the above equipment may not be required 
in case the licensee opts for sterilization of medical devices 
by Ionising Radiation. 
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7. Testing facilities.—The licensee shall provide testing 
laboratory for carrying out Chemical and Physio-Chemical 
testing of medical device's and of raw-materials used in its 
own premises. 

Provided that the Licensing Authority .shall permit the 
licensee in the initial stage to carry out testing of Sterility, 
Pyrogens, Toxicity on their products from the approved test¬ 
ing institutions but after one renewal period the licensee shall 
provide testing facilities of all such tests in their own premises. 

8. Records.—The licensee shall maintain records of di¬ 
fferent manufacturing activities with regard to each stage of 
l'SSTlufacture in-process controls, assembling, packing, batchi 
records for the quantity of devices manufactured from each 
lot of blended granules, duration of work, hourly quantumj 
of production in respect of each item as well as record of 
each sterilizing cycle of the 1 gaseous method employed. 

NOTE.—The above requirements of machinery, equipments, 
space, qualifications are made subject lo the modifi¬ 
cation at the discretion of the licensing Authority, 
if he is of the opinion that having regard to the 
nature and extent of the manufacturing operations 
it is necessary to relax or uller them in the circum¬ 
stances of a particular case”, 

7. After Schedifie R to the said rules, he following Sch? 
dule shall be Inserted, namely :— 

“Schedule R-[ 

(See Rules 109-A and 125-A) 

The following medical devices shall conform to the Indian 
Standards specifications laid down from time to time by 
the Bureau of Indian Standards :— 

(1) Sterile Disposable Perfusion sets for single use only 

(Sections 2 and 3 of item 1 of IS 9824 : 1981 read 
with Amendment number 1) 

(2) Sterile Disposable Hypodermic Syringes for single 
use 1 only (IS 10258 : 1982) 

(3) Sterile Disposable Hypodermic Needles for single use 

onlv (IS 10654 : 1991)”. 

[No. X-11014I8I88-DMS&PFA) 
SHAILAJA CHANDRA, Jt. Secy. 

NOTE.—The Drugs & Cosmetics Rules, 1945 as amended 
upto 1-5-1979 is contained in the publication of the 
Ministry of Health & Family Welfare (Department 
of Health) containing the Drugs Sr Cosmetics Act 
and the Rules (PDGHS-61). Subsequently the said 
rules have been amended by the following notifica¬ 
tions published in Part II, Section 3. Sub-section (i) 
of the Gazette of India, namely :— 

1. GSR 1241 dated 6-10-1979 

2. GSR 1242 dated 6-10-1979 

3. GSR 1243 dated 6-10-1979 

4. GSR 1281 dated 12-10-1979 

5. GSR 430 dated 19-04-1980 

6. GSR 779 dated 26-7-1980 

7. GSR 540(E) dated 22-9-1980 

8. GSR 680(E) dated 5-12-1980 

9. GSR 631(E) dated 5-12-1980 

10. GSR 682(E) doted 5-12-1980 

11. GSR 27(E) dalod 17-1-1981 


12. GSR ■HStt) dated 6-8-1981 

13. GSR 62(E) dated 5-2-1982 

14. GSR 462(E) dated 22-6-1982 

15. GSR 510(E) dated 26-7-1982 

16. GSR 13(E) dated 7-1-1983 

17. GSR 318(E) dated 1-5-1984 

18. GSR 331(E) dated 8-5-1984 

19. GSR 460(E) dated 20-6-1984 

20. GSR 487(E) dated 2-7-1984 

21. GSR 89(E) dated 162-1985 

22. GSR 788(E) dated 10-10-1985 

23. GSR 17(E) dated 7-1-1986 

24. GSR 1049(E) dated 29-8-1986 

25. GSR 1060(E) dated 5-9-1986 

26. GSR 1115(E) dated 30-9-1986 

27. GSR 71(E) dated 30-1-1987 

28. GSR 570(E) dated 12-6-1987 

29. GSR 626(E) dated 2-7-1987 

30. GSR 792(E) (bated 17-9-1987 

31. GSR 371(E) dated 24-3-1988 

32. GSR 75(E) dated 2-6-1988 

33. GSR 675(E) dated 2-6-1988 

34. GSR 676(E) dated 2-6-1988 

35. GSR 677(E) dated 2-6-1988 

36. G.SR 680(E) dated 66-1988 

37. GSR 735(E) dated 24-6-1988 

38. GSR 813(1.) dated 27-7-1988 

39. GSR 944(E) dated 21-9-1988 Corrigerdum 

40. GSR 43(E) dated 20-1-1989 Corrigendum 

41. GSR 44(E) dated 20-1-1989 Corrigendum 

42. GSR 100(E) dated 14-2-1989 Corrigendum 

43. GSR 443(E) dated 12-4-1989 

44. OSR 588(E) dated 2-6-1989 Corrigendum 

45. GSR 691(E) dated 11-7-1989 

46. GSR 784(E) dated 28-8-1989 

47. GSR 16(E) dated 10-1-1990 

48. GSR 731(E) dated 23-8-1990 

49. GSR 865(E) dated 25-10-1990 

50. GSR IKE) dated 7-1-1991 

51. GSR 223(E) dated 19-4-1991 

52. GSR 246(E) dated 1-5-1991 

53. GSR 301(E) dated 7-61991 
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54. GSR 300(E) dated 7-6-1991 

55. GSR 491(E) dutcd 25-7-1991 

56. GSR 495(E) dated 25-7-1991 

57. GSR 532(E) dated lt-S-1991 

58. GSR 626(E) dated 1-10-1991 

59. GSR 668(E) dated 1-11-1991 

60. GSR 730(E) dated 10-12-1991 

61. GSR 59(E) dated 22-1-1992 

62. GSR 305(E) dated 4-3-1992 (Corrigendum) 

63. GSR 445(E) dated 30-4-1992 

64. GSR 597(E) dated 17-6-1992 

65. GSR 663(E) dated 3-7-1992 


66. GSR 723(E) dated 11-8-1992 

67. GSR 796(E) dated 1-10-1992 

68. GSR 904(E) dated 2-11-1992 

69. GSR 877(E) dated 17-11-1992 

70. GSR 923(E) dated 14-12-1992 

71. GSR 27(E) dated 22-1-1993 (corrigendum) 

72. GSR 28(E) dated 22-1-1993 

73. GSR 86(E) dated 26-2-1993 

74. GSR 296(E) dated 24-3-1993 

75. GSR 373(E) dated 13-4-1993 

76. GSR 374(E) dated 13-4-1993 

77. GSR 447(E) dated 10-6-93 (corrigendum) 

78. GSR 658(E) dated 19-10-1993. 
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